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eCTD Submissions 
as of October 15, 2010 

Application No. of Applications No. of Sequences 

IND 3,066 87,574 
NDA 1,732 35,665 
ANDA 4,287 23,328 
BLA 177 11,003 
MF 655 2,089 
FDA Internal 541 951 
Total 10,483 160,606 
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Investigational New Drugs 

FY2005 FY2006 FY2007 FY2008 FY2009 FY2010 

IND Research 11935 11731 13236 11833 12863 14816 

IND Commercial 64318 67773 74898 73784 74163 77402 

IND Total 76253 79504 88134 85617 87026 92218 

IND Research Electronic Only 4 21 114 307 456 721 

IND Commercial Electronic Only 1259 1535 6960 13006 24913 36794 

IND Electronic Total 1263 1556 7074 13313 25369 37515 

IND Electronic % 1.66% 1.96% 8.03% 15.55% 29.15% 40.68% 

IND Research eCTD 0 26 66 217 326 595 

IND Commercial eCTD 978 2212 5525 12338 24448 36219 

IND eCTD 978 2238 5591 12555 24774 36814 

eCTD % of Total 1.28% 2.81% 6.34% 14.66% 28.47% 39.92% 

eCTD % of Electronic 77.44% 143.83% 79.04% 94.31% 97.66% 98.13% 
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New Drug Applications 
Original, Supplement, Miscellaneous 

FY2005 FY2006 FY2007 FY2008 FY2009 FY2010 

NDA Total 22252 21217 23310 22308 22148 22443 

NDA Electronic 4341 5689 8771 11272 13297 15497 

NDA Electronic % 19.51% 26.81% 37.63% 50.53% 60.04% 69.05% 

NDA eCTD 521 2225 2085 7410 11146 14007 

NDA eCTD % of Total 2.34% 10.49% 8.94% 33.22% 50.33% 62.41% 

NDA eCTD % of Electronic 12.00% 39.11% 23.77% 65.74% 83.82% 90.39% 
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ESG Activity 
 

C
ou

nt

 

100000
 

90000
 

80000
 

70000
 

60000
 

50000
 

40000
 

30000
 

20000
 

10000
 

0 
Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec 

Month  

2006
 

2007
 

2008
 

2009
 

2010
 

More than 1.34 million submissions processed 
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Notes on FDA Program 
 

• Virginia Ventura Hussong 
– Module 1 Update and Upcoming Validation 

Enhancements 
• Chuck Cooper 

– Update on CDER’s Progress in Data 


Standards 
 

• Mark Gray 
– FDA Perspective on RPS Release 2 
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Notes on FDA Program
…Continued 

• Dr. Sarah Connelly 
– Clinical Reviewer’s Perspective 

• Tim Kropp, PhD 
– Non-Clinical Reviewer’s Perspective 

• Norm Schmuff, PhD 
– Quality Reviewer’s Perspective 
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Notes on FDA Program
…Continued 

• The Odd Couple - He’s never reviewed a 
submission and she’s never assembled one 

Geoff Williams – Roche
 

Ken VanLuvanee 
 

vs
 

Virginia Ventura Hussong 
 

Sarah Connelly 
 

Who will be Felix and who will be Oscar? 
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